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Select Milk Producers, Itic. 
320 West Hermosa Drive 
Artesia, NM 882 IO 

January 3,2006 

Division of Dockets Management 
Food and Drug Administration 
5630 Fishers J.,ane 
R.oom 1061 
Rockville, MD 20852 

He: Docket No.20~~~~0~8~ - Cheeses md R&a te,d Cheese 
Proposal ‘to Pew& the. Use of Ultr~fiftmed Milk 

Select Milk Prodljcers (select) submits these comments regarding the Food and 
Drug Administration’s (IDA) prbposalto amend its rag&&ions to erovide for the use of 
fluid ultrafiltered (UF) milk in $e manufactureof standardized cheeses and related 
cheese products, Select is a New MexicO based cooperative of 73 members marketing 
3.8 billion pounds of milk annually. These comments are sub@ted on.trehalf of Select 
member - owners who began marketing fluid ultrafilt&rad milk in ‘9996 and will.market 
in excess of 144 million pounds ofmiik in the form of fluid uItrafiltered milk in 2005. 

Select ,appreciates, the depth of FDA’s technical review of the issue of fluid UF 
milk and applauds the agency fol’rccsgnizing that the .basic n&u-c and essential 
characteristics of cheese are maintained when fluid UF milk is used in the cheesemaking 
process. We strongly support FDA’s prc~posai to amend its re~~lati~~~s-~o allow the use 
of fluid ultrsrfiltered milk in the manufacture of standardized cheese and cheese related 
products. We, believe this action is nat only scientifically sound but will offer bcncfits to 
both the dairy industry and the consumer. 

Sclcct does take issue with the agency”s proposed requirement for special labeling 
OFUF milk when used ia.the cheesemaking process if the UF m.ilk is soureed from a 
facility apart from the chessemaking facility. We feel that the labeling requirement 
would be overly burdensome on the industry, would notbenefit the consumer and would 
actually cause. deception to occur, and is not justified by esthblished FDA precedent. 
Select believes that the final rule.‘shoLild have the label requirement removkd or otherwise 
provide an exemption from ingredient: Iabeling. 

RACKGROUND 

UI; milk has been. commercially available since I996 for ththc use in standardized 
cheese and cheese products. FDA approved the use of ,UF milk bfrom a Select facility in 
L,ake Arthur, NM for use, in the dar cheese in October of 1996. I/ In response to a 
request for labeling guidance from Mr. Ted Jacoby, marketitig agent for the UF facility in 
New Mexico, FDA applied the “aIternat~ make” rationale to the use of cheese 
manufactured with oulsourced UF milk and further defined the UF ret&&& as “Milk”: 

l/ Letter from M. Cole, FDA OfQceoEFood Labeling, to T.C. Jacdby, T-C: Jacoby 
and Company, Inc. (0cto;ber 2 1; 1996). 



We recognize that cheesemaking technology has changed ~em~~dousIy in the last 
30 years, Cheddar cheese is one af the standardized chieses far which “alternate 
make procedut&‘” have been provided . . . . *Under alternate make procedures, 
Cheddar cheese, may be prepwed by any procedure which produces a finished 
cheese having the same physical and chemic;al properties as thhe cheese prepared 
by the traditional cheesemaking process . . . . .Additionaily, WC we of the opinion at 
this time that the retentate that results when niiik is subjected to processing in an 
ultrafiltration system may be &Glared as “milk” in the ingredient statement of the 
label of the Cheddar cheese produced at Bongards Creamery, provided that the 
cheese manufactured fi$m this ret4ntat.e is at least ~u~T~t~ol~~-~ly equivalent to and 
has the same physical 9.d chemical properties, as the cheese prepared by the 
procedures specifically set fo’rth in the applicable’ standard. 

The Food Safety Branch of FD similarly defined the UF reterrtate as 
“Gonccntrated Rzlw MILK for Pastttorization” when it ass~g~ed,pr~d~ct code 39 to 
this “milk” for Interstatt Milk Shippers purposes. 2/ 

FDA did not waver from this definition until early in 2005 when FDA requested 
ingredient labeling as “Ultr~~~t~red Milk” when addwcssing a request for “‘regulatory 
discretion” in the use of:UF milk in Swiss ‘cheese manufacture. 3/ ‘For nearly ten years, 
VDA allowed the use of,UF retentatein Cheddar and ~oz~~r~~~a,~~eese manufacture and 
allowed the retentatc to be labeled “M&X”. An ir$ustry was developc during this time 
10 provide UF milk to the market and cl&se manufacture& mod&d tl&ir plants to use 
this accepted “milk” in their processing system. Select ,has illvested miltions of dollars to 
develop this business based on the longstanding FDA practices in piace since 1996.. 

THE LABELING ISSUE 

Select disagrees with FDA% proposed requirement that st~dar~j~ed checsc 
products made with “o&ou~~ecY UF milk be labeled a+ co~t~~n~~g ‘“ultra%ltered milk’” in 
the ingredient declaration. We are requesting that FDA remove the ingredient labeling 
requirement from the final rufe. The ~~~gred~ent labeling requiremcr% is not required by 
FDA’s governing statute. or its existing fabeling regulations and puiicics. The labeling 
requirement is both impt@icable from an industry standpoint and misleading to 
consumers, qualifying fc$r an ~x~mptio~,from ingredient labelirxg. 

2/ IMS List, Sanitation Comp’tiance and Entbrcement Ratings of Zntcrstatc Milk 
Shippers, US Department of Health and Human Services, Public Wealth Service, FDA 
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31 Letter to Clay Hoiugh, International Dairy Foods Association, from Felicia 
Satchel, Food and Drug Adm~~~str~tion-~A~ril 6,2005) 
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The Proposed Label R~~u~r~~eut is NOT Cqnsistent with Current Law or Agency 
Poficy, 

1. There is no Galid basis fur the distinction in the p~?~os~ rule between UE’ 
milk brought into tltu; cheese plant (outsour&ed UF milk) and milk that 
undergoes ultrafiltration within the cheese plant. 

FDA currently (?lIows cheese manufactures to prepare s~a~d~rdj~ed cheese by 
methods specifically &t out in the re’gulations, “or by any @her procedure which 
produces a finished cheese having the same fihysieal and chemical properties,” 4/ 
Traditional chee+emaking uses a process of draining the curd w&reby some of 
the water soluble constituents oP the -whey (water, lactose, whey proteins, vitamins 
and minerals) are removed. Th,is process.is termed “wh.ey iynerisis”. The 
process of ul trafiitration does extictly the same thing to the milk; removing water 
soluble constituents prior to cheesemaking that would be removed in the whey 
synerisis process anyway. The end product is the sar-ne and cheese manufacturers 
are able to use UF milk in the mgnufacture of cheese u&&r the %lternab make” 
provision in 2 lCI;K, Section 133~1‘13(a)( 1) and declare the ingredient “milk” so 
long as the milk is filtered inside the cheese mariufacturing j&u& FDA’s 
proposed rule would require UF milk that is ultra~lter~d at another Iocation to be 
declamd as “ultrafiltered milk” un the ingredient statement: The use of a tanker 
to move the ultr~~ltered’miIk:from one plant to, anothei is i~djs~in~uish~ble from 
the use of a pipeline to move the same product from one pa&$ in a plant to 
another point in the plant or even to another point. There is NO valid basis for 
clistinction between Wmilk that is outsourded from another, fa$ity and milk 
fiItered within a Specific cheese plant, UF milk, regardless of where it is filtered, 
serves the same role in cheesemalcing and produces &z same fG&hed cheese as 
traditjunal cheesemaking. 

2. Just as milk filtered illside the cheese plant.is considered “.Milk” for purposes 
of the ingredient statement, milk filtered outside the pfa&t should also be 
considered ‘%Glk”, FDA cIearly understood this and applied tile principles of 
“al ternatc make” and Goncluded that the ingredient .deelaratitm ,should be 
“‘milk” when UF was first allowed. 5’ 

3. Existing regulatians recognize that the manufacturing process for a food can 
take place in more than one lacation. The regulations exempt “‘in-process” 
food components ‘from Iabeling requirements. 2 I CFR Se&an-l D 1 I 100(d) 
exempts from labeling requirements “food which is in accordance -with the 
practice of the trade, to be processed, labeled, or repacked in substantial 
quarnity as a3’li establishment other th& where ~~~g~~~Ily processed or 
packed.. . .“. 6/ 
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Outsourced 1JF milk is an ‘“in-process” food comyorten.t and tke proposed FDA 
label requirement’is inconsistent with estabiished. FDA. re~ul~tions~ By requiring 
the labeling on milk from out of the plant, the FDA would be requiring 
manufacturers to indicate to consumers a difference ia the produet that is llot there 
suggesting, incorrectly, that one; is better, or even different, f?am, the other, 
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4. There is no ‘way to discern cheese made with milk ultr~~l~~red in the same 
plant as opposed to‘another plant. &.is, after at1 is said a done, t& exact 
s+a.mc product. There is no scientific test avaiIab& tcx d~stj~guish “in plant “ 
ultrafiltered:milk form “out ofplant’” ultrafifteredrnilk,, Further consumers 
would not be able ta discern any difference between the twb. 

4f 21 C.F.R. Se&& 133,~~~~,~a~~l~ 
51 Letter lo T.C. Jqcoby, TX, Jacoby aad Company frob MC@, FDA Office of 
Food Labeling (October 2 1, 19?6). 
G/ 2 1 C.P.R, Section 101. TOO(d) 

The Collective Declar+m far “qilk” Applies to UF M;ilk 

WA has p,rovidad by regl~lati~~, that an ingredient name should be “a specific 
and not a collective (generic) ngrne” unless a generic name is approved by FDA. 71 
FBA’s regulation further provide that - 

‘The common or usual &me of a food, which rnqy be a c;oin@ term, shall 
ac.curately identify or.dascribe, in as simpie and direct te~~~z; as-possible, the basic 
nature of the food or it6 character&g prapertjles oi ingredients; The name shall 
be uniform among all idqntiea! as sirnil-ar products and may ;not.be confusingly 
similar to the name af arty other food that is nbt:reas~~bly .enccimpassed within 
the same mme. Each class~or subclass of food shall-be giver~its own common or 
usual name that states, in clear tern& what it is in a way thhat distinguishes it from 
different foods. dl 

Applying these principles to the ~tse of outsourced Wmiik in cheese, there is a 
clear legal basis for continuing to identify UF milk as “milk” in the ingredient 
declaration. This conclusion is &sed on the esse~tial’~har~~teri~ti~s ofU1: milk as used 
in chccsc and FDA”s ingredietit labeling precedent. 

FDA’s regulations provide exp~ssly that the common or usual name of a food 
(and thus, a food used a$ an ingredient).may be established by common~usage or 
regulation. It is our undqrstanding that the cheese industry has long.usect UF milk in 
Cheddar and Moxzarella;checsemaking without the-need for ‘~lfra~lter~d milk” labeling, 
The fact that FDA did nqt condition its use of discretion for Cheddar and Mozzarella 
cheeses on special labeling for UF miXk speaks volumes to-e&firm that”the common or 
usual name of UF milk as used in cheese is ‘“milk” due to the cheesemaking process. 

Ingrcdicnt Labeling of Uutsourced UF Milk ~n-~~~~f~~t~~c~ Cheese is Not 
Enforceable 

Chmse rnanu~act~red with outsourced UF milk is the same product~in finished 
form as cheese manufactured with “in plant” UF mi-ik oi&eese ma~u~~tured without 
1117 milk. There is no meaningful difference in the products. When examining the 
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finished product, there is no way to d~~~~n~ujsh cheese made with UF nilk fr”ron cheese 
nat made with UF milk. FDA will no% be, able to test the finished product to determine if 
in fact, it co&ains UF milk and wo~~~d’~equ~re labeling underthe proposed rule. FDA 
will NOT be able to enforce the labeling requirement nor determine if the cheese is 
misbmnded by containing UF milk. 

71 21 C.F,R. Section 101:4(b) 
8/ 21 C.F.R. Section 1025(a) 

THE EXEMPTION ISSUE 

Whiic we feel that an ingredient declaration is unnecessary, we.wnnt the record to 
rc!lect the need for a special label exemption should FDA persist in dekanding that UF 
milk be labeled as Ultrafiltered milk in the; ingredient declaration. 

The statute provides thaz; if a statptory label requirement ‘“is imbracticable or 
results in deception”, an:excmptian may be established. 9/ 

The complexity of the logistics for cheese compani+ to segregate, track and 
maintain inventories of cheese makes labeling impracticable. Many cheese companies 
source multiple ingredients and inter nge them de~~~d~~g’on .el;cmomies in their plant. 
We have been told by msny of,our UF milk customers th,at if labeling is required, they 
would discontinue the use of U-F milk since the economic and, ~o~is~i~a~ burden would 
more than offset any potential gains they may receive from using UT: milk in their plants. 

Data will also be submitted to the record by othersthat show a high degree of 
confusion by consumers when to. identical pieces of cheese be&r- different ingredient label 
declarations. 

\ Both of these conditions would justify a special exemption for labeling UP milk 
in cheese. 

9f 21 U.S.C. Section’343(i)(Z); 403(i)(2) FDC Act 
, 
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CONCLUSION 

f7DA should remove the propasi;d requirement far ~ngredi~~lt labeling for 
outsourced UP milk from the final rule. As proposed, the Iabeiisg requirement is 
incensistent with prior FDA interpretations as well as FDA issued legulatians. Both 
outsourccd and in-plant,pxoduced UP milk undergo further promssing to produce the 
same cheese. There is no valid distinction between the two and o~$~&eed UF milk 
should not be subject to:speci.af. ingredient 1abe;ling. Xnataad, the xsolIeetive declaration 
“milk” should apply to all UF milk as it. is used in cheeseniaking. This action is 
consistent with FDA regulations, policy, land industry practice. 

Compliance with the proposed regulation requiring l&b&g is impracticable and 
will result in consumer deception should the cheese industry comply with the proposed 
regulation. 

Select Milk Producers urges I;DA to.delete the proposed ingredient labeling 
requirement from the final rule or otherviTise contain explicit exernp~j~~ language for such 
labeling. 

Please contact me if you need further clarification or if we can .bc of assistance 
with information that may be of benefit to the Agency as it revisits &is proposed rule. 
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